
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Cilice 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-14S0 
www.uspto.gov 



1 APPLICATION NO. 


1 FILING DATE | 


FIRST NAMED INVENTOR 


1 ATTORNEY DOCKET NO. | 


CONFIRMATION NO. 


10/713,732 


11/14/2003 


Peter Palese 


6923-118 


3723 



20583 7590 

JONES DAY 

222 EAST 4 1ST ST 

NEW YORK, NY 10017 



05/15/2007 



EXAMINER 



ART UNIT 



BLUMEL, BENJAMIN P 

1 



PAPER NUMBER 



1648 



MAIL DATE 



I 



DELIVERY MODE 



05/15/2007 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



Office Action Summary 


Application No. 

10/713,732 


Applicant(s) 
PALESE ETAL 


tAal 1 III loi 

Benjamin P. Blumel 


Art Unit 
1648 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temii adjustment. See 37 CFR 1.704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 23 March 2007 . 
2a)KI This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 52-78 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claimfs) 52. 54. 55. 57-68 and 70-78 is/are rejected. 

7) ^ Claim(s) 53.56 and 69 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonri PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)nAII b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) • 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) 13 Infonnation Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mall Date 3/23/07 . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) n Notice of Informal Patent Application 

6) □ Other: . 
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DETAILED ACTION 

Applicants are informed that Examiner Benjamin Blumel will be conducting the further 
examination of the instant application. 

Applicants are informed that the rejections of the previous Office action not stated below 
have been withdrawn from consideration in view of the Applicant's arguments and/or 
amendments. Therefore, arguments made in response to any rejection are moot. 

Claims 1-51 have been cancelled. New claims 52-78 are acknowledged. 

Continuity Data 

Applicants are asked to update the continuity data of the specification reflect the present 
status of all priority documents, in particular US Application No. 09/332,288. 

Information Disclosure Statement 
The information disclosure statement (IDS) submitted on March 23, 2007 was filed after 
the mailing date of the Office action on October 24, 2006. The submission is in compliance with 
the provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC§112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 52, 54, 55, 57-68 and 70-78 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for inducing an immune response in BALB/c 
mice to Influenza A NSl/99 thereby protecting against challenge of a wild-type Influenza A 
virus, does not reasonably provide enablement for inducing an immune response to a subunit 
vaccine for HIV, hepatitis B, herpes, polio, and bacterial or parasitic related diseases or the 
prevention of diseases related to influenza, HIV, herpes, polio, bacteria or parasites. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to use the invention conmiensurate in scope with these claims. 

In making a determination as to whether an application has met the requirements for 
enablement under 35 U.S.C. 1 12 1, the courts have put forth a series of factors. See, In re 
Wands. 8 USPQ2d 1400, at 1404 (CAFC 1988); and Ex Parte Forman. 230 U.S.P.Q. 546 (BPAI 
1986). The factors that may be considered include (1) the quantity of experimentation necessary, 
(2) the amount of direction or guidance presented, (3) the presence or absence of working 
examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of 
those in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. Id. While it is not essential that every factor be examined in detail, those factors deemed 
most relevant should be considered. 

The claimed invention is broadly drawn to a method of inducing an immune response to 
an infectious disease or preventing an infectious disease in an animal or human by administering 
an effective amount of an attenuated influenza A or B virus with a truncated NSl protein. More 
specifically, the attenuated virus genome also contains a heterologous sequence of the viral 
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epitopes HIVgpl20, herpes virus glycoprotein D or E, or VPl of poliovirus, hepatitis B surface 
antigen, a bacterial epitope or a parasitic epitope. However, the prior art does not recognize any 
vaccine capable of preventing an infectious disease associated with influenza virus or any of the 
above epitopes/antigenSj as discussed by Arvin et al. (Virology, 2006), da Silva et al. (Jomal de 
Pediatria, 2006) and disclosed in MMWR Weekly (March 30, 2007) respectively. In the case of 
HIV, herpes, or streptococcus subunit vaccines, immunological roadblocks towards conferring 
substantive immune.responses are now being targeting by researchers. 

Therefore, the present state of the art is not predictable with regard to preventing an 
infectious disease related to the above-mentioned microbes. Furthermore, the only working 
example in the specification addresses the protection that Influenza A NSl/99 provides for mice 
when challenged by a wild-type strain of influenza virus. Given the unpredictability of the state 
of the art, and the lack of working examples addressing the broadly claimed invention, undue 
experimentation exists in order to use the claimed invention. 

Claim Objections 

Claims 53, 56 and 69 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Summary 

No claims are allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin P. Blumel whose telephone number is 571-272-4960. 
The examiner can normally be reached on M-F, 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-1600, The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/713,732 



Page 6 



Art Unit: 1648 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Benjamin Blumel 
Patent Examiner 
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